
Testosterone Informed Consent for Off Label Use 

This consent is to inform you of “off-label”use. When a drug is approved for medical use by the 
FDA the manufacturers will produce a label to explain its use. Once that drug is approved by the FDA, 
physicians and health care providers may use it off label for other purposed if they are well educated 
and informed about the product. They may also base its use on scientific method and sound medical 
evidence, and maintain records of its use and effects. “Off label” prescribing is a legal and very 
common practice by health care providers in the United States. 

All hormone deficiencies can have unwanted symptoms and the potential for illness when the 
hormone level is low. All hormones can also have unwanted symptoms and therefore the potential for 
harm when the levels are too high. When the hormones levels are within optimum range, side effects 
should be minimal to none. 

In andropause, men can gradually lose their ability to produce testosterone and some men 
develop elevated levels of estrogen. As men undergo an ever-increasing loss of testosterone, they 
are faced with an increase in abdominal fat, fatigue, muscle loss, erectile dysfunction, anxiety, 
irritability, bone loss & memory impairment. The following can be possible side effects for men on 
testosterone replacement: oily skin and hair, hyperhidrosis (sweating),  acne, unwanted hair growth, 
unwanted hair loss, enlargement of the prostrate, sterility, enlargement of the breast tissue, testicular 
atrophy (shrinking), increased red blood cell count and in some studies, an increased risk of prostate 
cancer growth which is why our initial lab screening will test your CBC (red blood cells) & PSA 
(prostate) levels. 

On January 31st, 2014, the FDA issued a safety announcement stating they were “investigating 
the risk of stroke, heart attack and death in men taking FDA-approved testosterone products.”  The 
announcement stresses that the FDA has not concluded that FDA approved testosterone increases 
these risks and that patients should not stop taking prescribed testosterone products without first 
discussing with their health care providers. 

I understand that Testosterone Cypionate was only approved by the FDA for use in men who 
lack or have low testosterone in connection with an associated medical condition.  Examples of 
medical conditions include failure of the testicles to produce testosterone because of reasons such as 
genetic problems or chemotherapy. Other examples include problems with the hypothalamus and 
pituitary, brain structures that control the production of testosterone by the testicles.  

I wish to have Testosterone Replacement Therapy and I am willing to accept the potential risks 
that my medical provider has discussed with me. I also acknowledge that there may be other, 
unknown risk factors involved & risks of Testosterone Cypionate are not known. 

_________________________________                            ________________________________ 
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